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REMARKS 

Reconsideration of the present application in view of the above amendment and 
the following remarks is respectfully requested. Claims 2, 3, 73-75 and 77-109 are 
currently pending and under consideration. Claims 110-116 have been withdrawn from 
consideration and claims 1, 4-72 and 76 have been cancelled. 

An Office Communication dated June 23 , 2009, indicated that the Applicant's 
Response to Non-final Office Action filed on March 16, 2009 was not fully responsive to 
the Office Action dated December 11, 2008, for the following two reasons: 

(1) "The Applicant's reply inadequately points out the support in the 
original disclosure for the newly presented claim limitations (MPEP 
§§714.02 and 2163.06) in that the referenced passages of the 
specification do not describe or suggest impregnating a cortical bone 
second of the bone dowel or graft (as opposed to, for example, a 
cancellous bone section of the bone dowel or graft) with an osteogenic 
composition including a substantially pure osteogenic factor as 
claimed." (emphasis in original). 

and 

(2) "The Applicant also needs to complete the response as to the issue of 
whether or not U.S. patent application serial no. 08/740,03 1 is a 
continuation-in-part of U.S. patent application serial no. 08/603,676." 

First with regard to item (2) above, the December 11, 2008, Action required 

amendment of the "Cross-Reference to Related Applications" section to, among other 

things, correct an error regarding the asserted CIP status of U.S. patent application serial 

no. 08/740,031. In the response filed March 16, 2009, Applicants traversed, stating that: 

[T]he undersigned is investigating the priority information for the 
applications identified in the Action; however, because the undersigned 
has not yet been able to obtain certain pertinent records, this investigation 
has not yet been completed. 

Having now completed a review of the prosecution history of U.S. patent 
application serial no. 08/740,031 (hereafter, "the '031 application"), Applicants have 
confirmed that the '031 application does not claim priority to U.S. patent application serial 
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no. 08/603,676 (hereafter, "the '676 application"), and is not a continuation-in-part of the 
'676 application. This error is corrected by the above amendment. Notwithstanding the 
error in the stated relationship between the '031 application and the '767 application, 
however, the present application is entitled to claim priority to all of the applications 
identified in this paragraph of the specification, including the '767 application and its 
parent application, U.S. patent application serial no. 08/543,563. More particularly, U.S. 
patent application serial no. 10/1 14,675 (now abandoned), which is the parent of the 
present application, was co-pending with the '676 application and included a claim of 
priority to the '676 application. As such, while the '675 application also erroneously 
stated that the '031 application was a continuation-in-part of the '676 application, it 
nevertheless included a clear claim of priority to the '676 application and, because the 
'675 application was co-pending with the '676 application, it is properly considered a 
continuation-in-part of the '676 application. 

In view of the above, Applicants have amended the Cross Reference to Related 
Applications in the present application to remove the indication that the '03 1 application is 
a continuation-in-part of the '676 application, and to clarify that the '675 application was 
both a continuation of U.S. patent application serial no. 09/484,354 and a continuation-in- 
part of the '676 application. Because this amendment does not add a claim of priority, but 
rather clarifies the relationships between the various applications already identified in the 
specification, it is believed that no Petition is required for this amendment. 

Turing now to the assertion in the outstanding Office Communication that the 
response filed March 16, 2009, inadequately points out the support in the original 
disclosure for the newly presented claim limitations, Applicants submit that the passages 
of the specification identified in the response filed March 16, 2009, do support the subject 
matter of the pending claims, as amended, when considered in the context of the 
specification as a whole. 

The wording added to claim 73 in the response filed March 16, 2009, specified 
that the bone dowel recited in claim 73 comprises "a cortical bone section cut from a 
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bone of a donor." Similarly, the wording added to claim 94 in the response specified that 

the bone graft comprises "a cortical bone section cut from a bone of a donor having 

impregnated therein an effective amount of a first osteogenic composition including a 

first substantially pure osteogenic factor." 

As stated in the response filed March 16, 2009, support for the added limitation 

that the bone dowel of claim 73 and the bone graft of claim 94 comprise cortical bone is 

found in the original specification at page 13, lines 25-27; page 14, lines 27-29; and page 

19, lines 7 and 21. With particular reference to the passage at page 14, lines 27-29, and 

its context in the specification, this portion of the specification discusses embodiment 20 

depicted in Figs. 3 and 4, and states that: 

the load bearing member is a bone dowel 21 which includes a wall 22 
having an engagement surface 23. The wall 22 defines a chamber 25 
therethrough. Preferably, the load bearing member is a bone graft 
obtained from the diaphysis of a long bone having a medullary canal 
which forms the chamber 25. 

A person skilled in the art would understand that "a bone graft obtained from the 
diaphysis of a long bone having a medullary canal which forms the chamber" is a 
"cortical bone section cut from a bone of a donor" as recited in claims 73 and 94, as 
amended. This understanding is reinforced by other passages in the present specification, 
including, for example, the first full paragraph of page 5 of the specification, which 
discusses a dowel "having a naturally preformed cavity formed by the existing medullary 
canal of the donor long bone" and refers to such a dowel as a "diaphysial cortical dowel." 
The term "diaphysial cortical dowel" would be readily understood by a person skilled in 
the art to refer to a cortical bone section cut from the shaft of a long bone. The other 
passages from the specification referenced above provide further evidence that various 
bone dowel and bone graft embodiments described in the specification are made of 
cortical bone. For example, the first full paragraph of page 19 describes an embodiment 
in which two dowels are placed in a single intravertebral space in a bilateral manner, 
referencing Fig. 2 and Fig. 24. These dowels are referred to as "bilateral cortical dowels 
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40" (see line 7 of page 19), and the specification states at lines 19-22 of page 19 that, 
"This provides for. . .four columns 35, 36, 37, 38 of cortical bone for load bearing." 
(emphasis added). 

It is also worthy of note that a person skilled in the art would understand in view 
of the specification that a structure or embodiment that is described in the present 
specification as operating to provide a load bearing function would not be made of 
cancellous bone. This understanding is also reinforced by other passages in the present 
specification. For example, in the last full paragraph of page 4, the present specification 
discusses a Cloward dowel, which is referred to as a "bicortical" dowel, i.e., a dowel 
"having porous cancellous bone between two cortical surfaces." (See , specification, page 
4, lines 29-30). The specification states that this type of dowel does not exhibit suitable 
load bearing function due to the presence of the cancellous bone, stating that, "Such 
dowels have relatively poor biomechanical properties, in particular, low compressive 
strength. Therefore, the Cloward dowel is not suitable as an intervertebral spacer without 
internal fixation due to the risk of collapsing prior to fusion under the intense cyclic loads 
of the spine." 

The specification also clearly describes that the load bearing cortical bone dowels 
and grafts can be impregnated with an osteogenic composition. As stated in the Abstract 
of the present application, and also at page 7, lines 10-12, "In one embodiment the load 
bearing member includes a bone graft impregnated with an osteogenic composition." In 
addition, the specification states in the paragraph spanning pages 25 and 26 that, "An 
osteogenic material can be applied to the spacers of this invention by packing the chamber 
25, 230 with an osteogenic material 30, 148 as shown if FIGS. 32 and 47, by impregnating 
the graft with a solution including an osteogenic composition or by both methods 
combined." (emphasis added). Notably, chamber 25 in the above-quoted passage refers to 
the chamber defined in bone dowel 21 depicted in Figs. 3, 4 and 47, which, as discussed 
above, is described in the specification as being composed of cortical bone in certain 
embodiments. Chamber 25 also refers to the chamber defined in embodiment 40 depicted 
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in Figs. 7, 24, 48 and 49, which is also described in the specification as being composed of 

cortical bone in certain embodiments. 

Applicants would also draw to the attention of the Examiner that support for the 

subject matter of claims 73 and 94, as amended, is also found in original claim 9 

submitted in the present application, which depends from original claim 8, which in turn 

depends from original claim 1. Each of these three claims is set forth below: 

1 . A spinal spacer comprising a load bearing member having 
a wall sized for engagement within a space between adjacent vertebrae to 
maintain the space, said load bearing member including a bone graft 
impregnated with an effective amount of an osteogenic composition to 
stimulate osteoinduction, said osteogenic composition including a 
substantially pure osteogenic factor in a pharmaceutically acceptable 
carrier. 

8. The spacer of claim 1 wherein said member is a cylindrical 
bone dowel having a diameter larger than the height of the space between 
the adjacent vertebrae. 

9. The spacer of claim 8 wherein said bone member defines a 
chamber and said bone graft is a bone dowel obtained from the diaphysis 
of a long bone having a medullary canal, said chamber including a 
portion of said canal. 

Upon considering original claim 9, which includes all limitations of base claim 1 
and intermediate claim 8, it is seen that claim 9 is directed to a bone dowel that comprises 
"a cortical bone section cut from a bone of a donor" (i.e., "said bone graft is a bone dowel 
obtained from the diaphysis of a long bone having a medullary canal" from claim 9) 
"having impregnated therein an effective amount of a first osteogenic composition 
including a first substantially pure osteogenic factor" (i.e., "a bone graft impregnated 
with an effective amount of an osteogenic composition. . .including a substantially pure 
osteogenic factor" from claim 1). 

As stated in MPEP §2163(I)(B), "The fundamental factual inquiry is whether the 
specification conveys with reasonable clarity to those skilled in the art that, as of the 
filing date sought, applicant was in possession of the invention as now claimed. See, e.g., 
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Vas-Cath, Inc., 935 F.2d at 1563-64, 19 USPQ2d at 1 117." Applicant submits that the 
passages of the specification referenced above, when considered in the context of the 
specification as a whole, do describe impregnating a cortical bone section with an 
osteogenic composition including a substantially pure osteogenic factor as claimed. 
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Conclusion 

In view of the foregoing remarks, taken together with the response filed on March 
16, 2009, Applicants respectfully submit that the objections and rejections asserted in the 
December 11, 2008, Office Action are overcome. Accordingly, reconsideration leading 
to withdraw of all the rejections under 35 U.S.C. § 103(a) and allowance of this 
application, as amended, is respectfully requested. 

If there are any remaining issues that can be addressed telephonically, the 
Examiner is invited to contact the undersigned to discuss the same. 



Date: g W' 0 ^ 
Medtronic 

2600 Sofamor Danek Drive 
Memphis, TN 38132 
Telephone: 901-396-3133 
Facsimile: 901-399-3040 



Respectfully submitted, 




Gilberto Hernandez 
Registration No. 46,483 
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